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ached an OtTice communication c 



this application or proceeding. 



Please find below and/or c 



Office action was mailed to you on 7/3/02. However, it was returned 
back to us. The envelope indicated that you were no longer with the 
firm. Attached you will find the office action that was mailed on 
7/3/02 along with a copy of the returned envelope. Please file a 
change of addresswith our office. 
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Please find below and/or attached an OlTice communication concerning this application or proceeding. 
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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHiS) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

f \t()(isi()iis [)f tifii*) nidv be Livdildblw iin(ln( tlut ptDuiSKHis ot 3 7 C:F P 1 K^ti .<t In no t)v*itit lioAovtu [n.tv ii 'wplv 1>h 1 irn«lv f ile(J <ittof 'il X 6: MON I US tioin ttuj 
Mi.)ilin<j (Jal9 ot this coniinLiiiicdtton 

tt tlin pufUK) lof tt)[)lv fipwritirtd dhovB IS less tlwii ttiifty d.tv's ,\ roplv witliiii ttin stiitutotv iiiini[ruii!i tit ttnrtv 'M' (Liys will tid coiisidtiitnl tKiinly 

It NO pL'tioti to( tupiv i!i bfjucifiud tibovLi Uiu nitiiKiiurti stLitutuiv penod A'lll iippiv ii'id ^mH uxpift; i>IX .b MUN I MS honi ttiu iiuiiling (.kitu t.)l Itirj uurDniuiiic.ilion 

t aiiiire to reply williiii the set ot eKlended peiiod tor (et)lv ^vilt. bv statutH cHiiso Itw ftppliorition to boconiH AfiANiHJNt I) 'ib U S C; i 1 33 

A[iv reply (ecfiived by ttio Offico kitor ttutn ttuou niuiillis dttwr llio mailinc) d.ilif of Itiis [roiiutniniCiitiori hvhpi it titiitdy lilod inny rodiu:*' .my 

H.itiKK) patent t<Mni <)d|LJstnier)t Ssa 3 / O H 1 /04 b: 

Status 

1) X Responsive to communicationls) filed on Nov 6, 2001 



2a) This action is FINAL. 2b) X This action is non-final. 

3) Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under fx /jar;(.' Qiiaylc, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) X Claim(s) 1-94 is/are pending in the application. 

4a) Of the above, claim(s) 51-75 is/are withdrawn from consideration. 
51 Claim(s) is/are allowed, 

6) X Claim (s) / -50 r-?/)r/ 76-54 is.'are rejected. 

7) Claim(s) is/are objected to. 

8) Claims are subject to restriction and /or election requirement. 
Application Papers 

9) The specification is objected to by the Examiner. 

10} The drawing(sl filed on is,are a) accepted or b) objected to by the Examiner, 

A(")plicant may not refjuesi !liat Hiiy cj|j|ect!Ufi to the firawimjls) be. fiekJ ni at)eyHMce. See 37 CFR 1 .85(.a), 

11) The proposed drawing correction filed on _ is: a) approved b) disapproved by the Examiner. 

It approved, corrected drawings arc ret^uirecJ in reply to this Ofticc actiotT. 

12) The oath or declaration is objected to by the ExarTiiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-ld) or (f). 
a) All b) Some* c) None of: 

1. Certified copies of the priority documents have been received. 

2. Certified copies of the priority documents have been received in Application No. 

3. Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (POT Rule 17.2(a)). 
'See the attached detailed Office action for a list of the certified copies not received. 

14) Acknowledgement is made of a claim for domestic priority under 35 U.S.C. h 1 19(e). 
a) The translation of the foreign language provisional application has been received. 

1 5) Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § § 1 20 and or 121. 
Attachment(s) 

1 ^ Notice of Rofflrences Cited .PIO-B!^?! 4 Interviflw Summarv PTO- 1 1 3; Paper No s: 

2' Notice of OtafTsperson s Patent [drawing f'flviflw iPlC)-*J48i b Notice of Informal Patent Application PTO ^bl] 

i ^ Intorrnation Oisclosiirft StatemontiS' :fM O- 144;}' Paper Nois ^6 Otbar: 



I.. S Tatf^rn oi-d Irjde'ikirk Off :;e 

PTO-326 (Rev. 04-01) 
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1)1 l AIM I) ACTION 

Kcceipt IS acknow leduccl of applicant's Inlorniation Disclosure Statement filed 1 I 06 01, 
Supplemental Information Disclosure Statemeiil tiled 05 02 ()2. Amendment C filed 1 1 06 01, 
and Request for Continued lixamination filed I l ()60l. 

Con finned Examination Indcr 3^ CFR LI 14 

\. A request for continued examination under 37 CI R 1.1 14. including the fee set forth m 
37 Cl-R LI 7(e), was fled in this application after fnal rejection. Since this application is 
eligible ibr continued examination under 37 CFR 1.114, and the fee set tbrth in 37 CVR 1 4 7(c) 
has been timely paid, the f nality of the pre\ ious Ofllce action has been w ithdraw n pursuant to 37 
C44< 1.1 14. Applicant's submission fled on 1 1.06 Ol has been entered. 

Claim Rejections - 35 CSX. § 103 

2. The following is a quotation of 35 I'.S.C. l()3(a) w hich forms the basis tor all 
ob\ iousness rejections set forth in this Off ce action: 

(a) A patent iiia> tun be ohlamcti ttunmh tlic nncntuni i-^ not idciUicalK' disclosed ov dcscniKxl as set tonh in 
section 102 of this title, if the dilTcrenccs belwecn the subject matter soiiiiht to he patented and the prior art are 
sLich that the subject matter as a \\ hole w ould ha\ e been ob\ lous at the time the in\ enlit)n w as made to a person 
liaving ordiiiars skill m the art to which said subject matter pcrtanis. Patentabilit\ shah not be iicgatixetl b\ the 
niaiincr in \\hieh the iinention \\as made. 

Claims 1-50 are rejected under 35 C.S.(\ l()3{a) as being unpatentable o\ er Black 14^ 0 
863 134 (M 34). 
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Mlack leaches a eoinpDLiiul useful as a Co\-2 ttihibiliir for paiii relief, fev er and 
intlaniniation of a \ ai-iet\' s\mptoms disclosed on page 3, Hues 29-36. The compound can be 
administered oralK' in the form of tablets, troches, lo/enges. or capsules (page 4. lines M2). The 
tablets eoniprismg active ingredient in admixture u ith excipients, i.e. diluents, disintcgrants. 
binding agents, wetting agents, and surfactant (page 4, lines 15-3S). The active agent present in 
an amount of 10 to 250 mg. and earner material mav' vary frt)m about 5 to about 95"n (page 5. 
lines 39-58). The dosage can bo administered once or l\v ice a day, and will provide effective T, . 
over a 24 hours period (page 5. lines 22-27). L:.\ample 2 discloses the amount of excipienls use 
ill a tablet. 

The examiner notes that the rcterencc is silent as to the teaching of celecoxib. I lovvev er. 
It is the position of the examiner that celecoxib is a known selecti\ e C"ox-2 inhibitor, and 
therefore, it would have been prima facie obvious for one of the ordinary skill in this art to. by 
routine experimentation determine suitable Co\-2 inhibitor to treat cyclooxygenase-2 mediated 
diseases. The expected result v\ ould be a suitable Cox-2 inhibitor composition hav ing long half- 
life useful for the treatment of c\clooxygenase-2 diseases. 

3. Claims 1-50 are rejected under 35 II.S.C. l()3(a) as being unpatentable ov er Black, and 
Jain et al. l ^S 6.165,506 m view of Plachetka el al. I S 6,077,539. 

Black is relied upon for the reason stated abov e. Although Black teaches the use of 
wetting agent, and dispersing agent, the rcterencc is silent as to the teaching of bioavailability. 
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Jain tcacllc^ conipt>sitions comprisinu poorlv u atcr-solublc drui:, sucli as NSAIi) 
(columns 1-2). The compositions further comprismg welling agent to increase dissolution rates 
ofthe solid dose (coliinin 4, lines 54-62). Jam does not leach the claimed percentage of 
hioa\ ailabiltly of the acti\ e agent. 

Plaehetka teaches composilions comprising NSAID as aeti\ e agent, and welting agent 
(column 5. lines 35-55). The composition is shown to ha\e long halt-lite, and a bioavailability 
or95**() (column 9, lines 35-40). Hence, it would ha\ e been prima facie obvious for one of 
ordinary skill in the art to modify Black's composition with the teachmgs of Jam and Plaehetka, 
because ihe references leach the adv antageous results in the use of w etting agent to increase 
dissolution of solid particulate drug. \ hc expected result would be a smlable selective COX-2 
inhibitor composition ha\ ing fast dissolution rale and high bioav ailability. 

4. Claims 76-94 are rejected under 35 L .S.C. l()3(a) as being unpatentable over Black, and 
Plaehetka et al., and Lnersidge et al. I'S 5,552.160. 

Black and Plaehetka are relied upon for the reasons stated abo\ e. The txMcrences are 
silent as to the teaching of Ihe process of reducing the particle si/e. 

Liversidge teaches composition comprising NSAII). and process of preparing same (see 
abstract). 'Hie NSAII) particle is preferably having si/e less than 100 [im {column 4, lines 45- 
54). Tiie process t)f redticing the particle si/e is by milling using suitable mills includes high 
shear media mill (column 4. lines 55 through coltimn 7, lines 1-16). Thus, it would ha\ e been 
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prima lacic obvious lor one ofordinary skill m the art to prepare the eonipoMtion ol" Blaek and 
Plaehetka, using the process of Li\ ersidge, becatise it is well known m pharmaceutical art that 
dissolution rate can be impro\ ed by decreasing particle si/e. 

The examiner notes that the cited rererenees do not teach the cooling using liquid 
nitro'^en. However, it is also well known in pharmaceutical art to use liquid nitrogen to cool any 
hot nuxture to obtain room temperature. 

Response to Arguments 

5. Applicant's arguments tiled 1 1 06 01 have been fully considered but they are not 
persuasive. The I'Aaminer maintains the original 103(a) rejection. 

Applicant argues that Black does not teach a relative bioavailability not less than about 
M)"(.. However, applicant's specification page 48, lines 15-16 discloses, co-precipitating the 
celecoxib with a wetting agent (composition C) increased the bioavailability of eeleeoxib. Black 
teaches a compound useful as a C\)x-2 inhibitor in the form of powders, granules, tablets, 
troches, suspensions, or emulsions for pain relief fever and innammation. The composition 
comprises carriers, diluents, excipients. surfactant, dispersing agent, and wetting agent m an 
amount falls within the claimed ranges. Because Cox-2 inhibitor is poorly water soluble drug, 
therefore, w etling agent and or dispersing agent are added to increase solubility. It is know n in 
pharmaceutical art that increasing solubility will mcrease in bioa\ ailability (also disclosed by 
Ansel, page 61, second column, lines 1-10). Since Blaek obtained the same resu lt desired by the 
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applicant, e.g., controllotl release, or sustained release conipoMtion having the hall-live over 24 
hour period, it is the position of the examiner that, prima facie case of obviousness has been 
siiown. hi absent of unexpected result, the burden is shifted to apphcani to estabhsh that the 
powder or granule formulation of Black does not have the bioa\ ailability rale of 5()"<. or more. If 
the initial burden on the Office to establish a prima lacie case is met, the burden of coming 
forward with evidence or argument shifted to the applicant. /// rc ()ctikci\ see also rrc^cau v. 
MossiNolwff. 776 1-2. d 1034. 227 I'SI^Q S48 (I-ed. Cn: 19S5). The burden is shifted to the 
apphcant to provide rebuttal evidence sufficient to convince such a person of the 
nnention's asserted utility." hi re Brana. 51 F.3d 1560. 34 i:SPQ2d 1436 (f ed. C ir. 1995) (citing 
In re Bandy. 642 l-.2d 430. 433, 209 USPQ 48, 51 (CX'PA 19S1 )). In rc Hnuia. the court pointed 
out that the purpose of treating cancer with chemical compounds does not suggest, per se, an 
incredible utility. Where the prior art disclosed - struclurcdly s imilar comp<mnds to those clauned 
hv applicants which have hern proven in vivo to he cfh r nw as c ha nothcrapeiitic a<:cn!s goaius l 
various tumor models . , .. one skilled in the art would he Mitho uf b asis to reasonably ciouh f 
n pplicants'asserti'd luditv on Its face r 51 l'.3d at 1566, 34 liSPQ2d at 1441. 

Correspondence 

Any mquirv concerning this commumcation or earlier communications from the exammer 
should be directed to Susan Iran whose telephone number is (703) 306-5S16. The examiner can 
normally be reached on Monday through Thursdav from 600 am to 4:30 pm. 
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if" attempts to reach the examiner b\ teleplionc arc unsuccesstlil, the examiner's 
super\ isor, Thurnian Paue. can be reached on (703) 3()S-2^)27. The tax pln)ne number for the 
organization w here this apphcalion or proceeding is assignetl is (703) 305-3592. 

Any inquiry ot\i general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 3()S-1235. 



